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Omega Medical Imaging, LLC      October 4, 2018 

c/o John Newman 

Manager of Regulatory Affairs 

3400 St. Johns Parkway, Suite 1020 

SANFORD, FL  32771  

 

Re:  K191713 

Trade/Device Name: CS-series-FP Radiographic / Fluoroscopic Systems with Optional CA-100S / 

FluoroShield™ (ROI Assembly) 

Regulation Number:  21 CFR 892.1650 

Regulation Name:  Image-Intensified Fluoroscopic X-Ray System 

Regulatory Class:  Class II 

Product Code:  JAA, OWB 

Dated:  May 2, 2019 

Received:  June 26, 2019 

 

Dear John Newman: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 

above and have determined the device is substantially equivalent (for the indications for use stated in the 

enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 

enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 

with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 

premarket approval application (PMA). You may, therefore, market the device, subject to the general 

controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. The general controls provisions of the Act include requirements for annual registration, 

listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 

adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading. 

 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register. 

 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 

has made a determination that your device complies with other requirements of the Act or any Federal 

statutes and regulations administered by other Federal agencies. You must comply with all the Act's 

requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 

http://www.fda.gov/
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

Sincerely, 

 

 

 

     For 

Thalia T. Mills, Ph.D. 

Director 

Division of Radiological Health 

OHT7: Office of In Vitro Diagnostics 

    and Radiological Health 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 
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This section applies only to requirements of the Paperwork Reduction Act of 1995. 

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 

and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number." 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

0 Over-The-Counter Use (21 CFR 801 Subpart C) 

Type of Use (Select one or both, as applicable) 

[i] Prescription Use (Part 21 CFR 801 Subpart D) 

Indications for Use (Describe) 

The Omega Medical Imaging, LLC CS-series-FP (SSXI) systems with optional accessory device CA-1 OOS as a 
modification device to provide an automated Region of interest that reduces exposure to the patient and operator. The 
system is intended for use in Radiographic/fluoroscopic applications including cardiac, vascular, general 
radiographic/fluoroscopic diagnostic, and interventional x-ray imaging for General Populations. 
At no time will the CA-1 OOS be considered as a replacement for the primary collimator. The primary collimator shall 
always be used, in accordance with good medical practice, to define a Region of Interest 

Device Name 

CS-series-FP Radiographic I Fluoroscopic Systems with Optional CA-IOOS I FluoroShield (ROI Assembly) 

510(k) Number (if known) 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Form Approved: OMB No. 0910-0120 

Expiration Date: 06/30/2020 

See PRA Statement below. Indications for Use 

John Newman
Typewritten text
K191713



Traditional 510(k) Summary for Optional CA-100S / FluoroShield™ Region of Interest Device, Rev. 4  page-1 

Traditional 510(k) SUMMARY 

Company Name: Omega Medical Imaging, LLC 

Address: 3400 St. Johns Parkway, Suite 1020, Sanford, Fl 32771 

Telephone No: 407-323-9400

Registration No: 1052701 

Contact person: John Newman (Manager of Regulatory Affairs) 

Date Prepared: 08/28/2019 

Device (trade) name: CS-series-FP Radiographic / Fluoroscopic Systems with Optional CA-
100S / FluoroShield™ (ROI Assembly) 

Common/usual name: Fluoroscopic/Radiographic X-ray system 

Classification Name: Image-intensified Fluoroscopic x-ray system 

Classification Panel: Radiology 

CFR section: 892.1650 

Device Class: Class II 

Primary Product code:  JAA 

Secondary product code: OWB 

Predicate Device K182834 

Company Name: Omega Medical Imaging, LLC 

Address: 675 Hickman Circle, Sanford, Florida 32771 

Telephone No: 407-323-9400

Registration No: 1052701 

Contact person: John Newman 

Date Prepared: 02/13/2019 

Device (trade) name: CS-series-FP Fluoroscopic / Radiographic Systems with Optional CA-
100S (ROI Assembly) K182834 

Common/usual name:  Fluoroscopic/Radiographic X-ray system 

Classification Name: Image-intensified fluoroscopic x-ray system 

Classification Panel: Radiology 

CFR section: 892.1650 

K191713
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During a fluoroscopy procedure, the physician’s attention is focused on a narrow region of interest 
(ROI) or a small region within the full field of view after collimating down to an area that will best suit 
the procedure with the primary collimator. (Figure 2) 

  

 

This smaller region of interest (ROI) captured by the secondary collimator (CA-100S) is a small 
area within the area defined by the pre-existing primary collimator. (See Figure 3) The area outside 
the ROI receives much less attention by the physician but is exposed. The CA-100S secondary 
collimator may be used to additionally shield anatomy that is not the primary focus of the physician 
but is required to maintain peripheral imaging.  The CA-100S ROI image processing combines the 
live ROI with the legacy image of the full field of view (defined by the primary collimator).  This 
allows for the collimation of the ROI without impacting the doctors normal work flow, visualisation, 
orientation and navigation. (See Figure 4)  

The ROI always contains the central beam for accurate calculations of Air Kerma values. 

The CA-100S / FluoroShield™  offers additional collimation by shielding parts of the FOV outside 
the ROI without loss of visual information available to the physician or operator. the X-Ray 
Generator and Generator Interface are not changed. The system is configured with Omega’s 
permanently floor mounted C-Arm that provides motorized positioning of the x-ray source and 
image receptor, along with a patient table with options for elevating and tilting.  

  

Figure 2, Primary / 
Conventional Collimator 

Figure 3, Secondary Collimator, 
CA-100S/FluoroShield™, Shutter  

Figure 4, Blended image from 
both collimators.  

 ROI Electronics unit 

Auto ROI Processor 

 ROI Control panels 

 Secondary Collimator CA-
100S (Shutter) mounted 
below primary collimator 

 X-Ray Tube 

Figure 1 

Monitor 

 Primary Collimator 







Traditional 510(k) Summary for Optional CA-100S / FluoroShield™ Region of Interest Device, Rev. 4          page-6 

 
 
ROI Electronics Unit (“REU”)  
The REU controls the overall operations of the Product. It receives images from the 
receptor panel and transmits images to the Host System’s image processor. If the 
received image is an ROI frame, it combines the frame with the background from the 
most recent FOV frame.  
The REU drives the four shutter blades through independent channels and receives 
position feedback through independent channels. The REU holds the blade positions 
constant while X-ray emission is in progress. The shutter blades are only moved when there is no 
X-ray emission.   
The REU receives and responds to user inputs via the ROI Control Panels. (See section 
below for details.)   
The REU receives and responds to signals representing the state of a fluoro sequence, 
the state of X-ray emission, the source-to-image distance, pending or in-progress table 
movement, flip and rotation offset, and magnification mode.   
The REU sends positions of the boundaries of the ROI and the overall operating status 
to the Host System for display on its main screen.   
The REU sends blended images to the Auto-ROI Processor and receives the calculated 
(recommended) locations for the shutter blades. In auto-ROI mode the REU drives the 
blades to these locations.   
*On detecting conditions that may compromise operations or longevity of the  
Product, the REU puts the Product in OFF Mode. On detecting conditions that may 
compromise the image, a loss of communication with, or control over, other modules, 
the REU puts the Product in Bypass Mode.   
The REU is installed in an electronics cabinet. Neither operators nor patients will come into contact 
with the REU.   
The REU’s electrical and electronic components are housed in a metallic enclosure. All panels of 
the enclosure are bonded to each other. A protective earth terminal is provided.   
The REU is intended to operate on a 120/240 Vac, 50/60Hz, single-phase output from an 
uninterruptible power supply. The component power supply unit (“PSU”) is 
recognized to UL60950-1 and ES60601-1. The Earth terminal of the PSU is bonded to the 
enclosure. 
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ROI Control Panels (“RCP”)  
A bedside RCP and a control room/booth RCP provide facilities for the user to control 
the operation of the Product. Four buttons and a trackpad are provided on each RCP to 
control ROI functionality.   
The RCP communicates with the REU over a shielded cable which also carries 12V to 
power the RCP. The 12V power source provides 2A of current to both RCPs and other 
circuits drawing on this rail. Each RCP consumes about 100mA.   
The RCP’s electrical and electronics components are fully enclosed in a metallic 
enclosure that provides ingress protection against fluids (jets or strong sprays). The 
trackpad is exposed to touch. The touch surface is tied to the enclosure and isolated 
from the rest of the circuits. A shielded cable connects the RCP to the REU. The shield 
of the cable is tied to the enclosure.   
 
 
 
 
 
 
 
 
Auto-ROI Processor (“ARP”)   
A dedicated computing device receives and analyzes the processed images from the 
REU. From these images, the ARP calculates the ROI settings that provide the most useful 
image to the physician or operator. The ARP also generates display data that indicates 
the operating status and/or status messages. The ARP communicates with the REU via a 
single Gigabit Ethernet (“GigE”) connection over CAT5E or CAT6 copper cables with 
magnetic isolation at the connectors.   
The ARP is enclosed in a metallic housing and is intended to be installed in a control 
room or electronics room. It is intended to operate on a 120Vac, 60Hz, single-phase 
output from an uninterruptible power supply.  
 

 

 

  
















